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INTERNATIONAL PRELIMINARY EXAMINATION REPORT 



International application No. 

PCT/EP2003/002984 



I. Basis of the report 



1. With regard to the elements of the international application:* 
the international application as originally filed 
the description: 

Pages 1.27 



pages 



filed with the letter of 



, as originally filed 

, filed with the demand 



the claims: 

pages 

pages 

pages 

pages 



1-23 



, as originally filed 



, as amended (together with any statement under Article 1 9 
, filed with the demand 



filed with the letter of 



the drawings: 
pages 



1/16-16/16 



, as originally filed 

, filed with the demand 



□ 

the sequence listing part of the description: 



_ , filed with the letter of 



pages 



, as originally filed 

_ , filed with the demand 



filed with the letter of 



2> ^JSJ?-^ 1 ^ 8 ?^ 311 ^L 616 *! 611 * ^ oye were mailable or furnished to this Authority in the language in which 

tiie international application was filed, unless otherwise indicated under this item language m wnicn 

Tfcese elements were available or furnished to this Authority in the following language _ wh i c h is: 

L the language of a translation furnished for the purposes of international search (under Rule 23.1(b)). 
L the language of publication of the international application (under Rule 48.3(b)). 

JtSS^" 80 ° f tranSlati0n &midied for &e Purposes of international preliminary examination (under Rule 55.2 and/ 

3 * ^iL rCgard t0 nucleotide . ? ld/or an *"> acid sequence disclosed in the international application the international 
prelimmary examination was carried out on the basis of the sequence listing- appn on, international 

□ contained in the international application in written form 

□ filed together with the international application in computer readable form. 
I — I furnished subsequently to this Authority in written form 

□ furnished subsequently to this Authority in computer readable form 

□ The statement that the subsequently furnished written sequence listing does not go beyond the disclosure in the 
international application as filed has been furnished. 

U pie statement that the information recorded in computer readable form is identical to the written sequence listing has 
been furnished. 

The amendments have resulted in the cancellation of: 

□ the description, pages 

the claims, Nos. 

the drawings, sheets/fig 

5 - □ S t L^^ aS i been eSt ^!!!l ied ? 5 (S °T? °° amendments had not been made, since they have been considered to go 
1 beyond the disclosure as filed, as indicated in the Supplemental Box (Rule 70.2(c)).** 

* £*Jfc ^ thB recei \^ °f™ m W» to an invitation under Article 14 are referred to 

mid 70. H) originally filed" and are not annexed to this report since they do not contain amendments (Rule 70.16 

**Any replacement sheet containing such amendments must be referred to under item 1 and annexed to this report. 
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V. Reasoned statement under Article 35(2) with regard to novelty, inventive step or industrial applicability; 
citations and explanations supporting such statement 



1. Statement 

Novelty (N) 

Inventive step (IS) 
Industrial applicability (IA) 



Claims 
Claims 

Claims 
Claims 

Claims 
Claims 



10 



1-9, 11-23 



1-23 



1-23 



YES 
NO 
YES 
NO 

YES 
NO 



2. Citations and explanations 

This report makes reference to the following documents 



Dl 



D2 



D3 : 



Ruch F and Matijevic E (2000), J. Colloid Interface 
Sci 229: 207-211 

Gassman P et al . (1994), Eur. J. Pharm. Biopharm. 
40: 64-72 

Steckel H et al . (1997), Int. J. Pharm. 152: 99-110 



I - Novelty 

The present application does not meet the requirements of 
PCT Article 33(2) because the subject matter of claims 1-9 
and 11-23 is not novel. 



1. Document Dl (abstract; paragraphs 2.2, 2.2.1, 3.1 and 
4; figure 1) discloses methods for producing budesonide 
particles. During the precipitation process, a solution of 
budesonide in ethanol is mixed with water or an aqueous 
stabiliser solution (e.g. hydroxypropylcellulose) , causing 
crystalline microparticles to precipitate. The stabiliser, 
such as HPC, is regarded as a "crystal growth inhibitor" 
(see the application: page 15, line 35 - page 17, line 
16) . The subject matter of claims 1-9 and 11-23 is 
therefore not novel in view of Dl. 
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2. Document D2 (abstract; paragraphs 2.1-2.3, 3.1, 3.2; 
tables 1, 3 and 4) describes a method for producing 
hydrosols. A solution of a medicament in ethanol or 
acetone and an aqueous solution with a stabiliser (e.g. 
gelatine, poloxamers) and lactose are mixed in a static 
mixer, then dried, for example by spray-drying. The 
resultant particles are amorphous, yet the subject matter 
of claim 1 is not limited to a method for producing 
crystalline particles. The stabilisers and lactose are 
regarded as "crystal growth inhibitors'' (see the 
application: page 15, line 35 - page 17, line 16). Claims 
1-8 and 11-23 are thus not novel over D2 . 

3 . Document D3 discloses a method whereby steroid 
particles are produced by precipitation from supercritical 
gases (abstract; paragraphs 2.1 and 3). The particles are 
obviously amorphous or polymorphous (figures 7 and 9) . The 
phospholipid added to the steroid solution is regarded as 
a "crystal growth inhibitor'' (see the application: page 
15, line 35 - page 17, line 16) . Claims 1-6, 8 and 11-23 
are therefore not novel over D3 . 

4. The subject matter of claim 10 appears to be novel (PCT 
Article 33 (2) ) . 

II - Inventive step 

1. For lack of novelty, the subject matter of claims 1-9 
and 11-23 cannot be recognised as involving an inventive 
step (PCT Article 33(3)) . 

2. The subject matter of dependent claim 10 differs from 
Dl only in that hydroxypropylmethylcellulose is used 
instead of hydroxypropylcellulose, although the 
application does not indicate any unexpected effects or 
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properties of this choice of another cellulose. The 
subject matter of claim 10 therefore does not involve an 
invent i ve s t ep . 

Ill - Industrial applicability 

The subject matter of claims 1-23 meets the requirements 
of PCT Article 33(4) . 
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